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October 1, 1992

Document Processing Center (TS-790)
office of Pollution Prevention and Toxics
Environmental Protection Agency

401 M Street., S.W.

washington, D.C. 20460

Attn: Section 8(e) Coordinator (CAP Agreement)

Dear Coordinator:
8ECAP-[ 1

on behalf of the Regulatee and pursuant to Units II
B.1.b; II C and II D of the .
{ ] Ccap Agreement, | ] hereby submits (in
triplicate) the attached information. Submission of the
information in this letter is made voluntarily under a
recently published TSCA §8(e) reporting Q/A, June 1991 TSCA
8(e) Reporting Guide ("Reporting Guide") and is not to be
construed as a waiver of due process rights, or as an
admission of TSCA violation or that Regulatee's activities
with the study compound(s) reasonably support a conclusion
of substantial health or environmental risk.

The "Reporting Guide" creates new TSCA 8(e) reporting
criteria which was not previously announced by EPA in its
1978 i icy, 43
Fed Reg 11110 (March 16, 1978) . The "Reporting Guide"
states criteria which expands upon and conflicts with the
1978 Statement of Interpretation. Absent amendment of the
Statement of Interpretation. the informal issuance of the
"Reporting Guide" raises significant due process issues and
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clouds the appropriate reporting standard by which regulated
persons can assure TSCA §8(e) compliance.

Regulatee is claiming certain bracketed "[ ]" information
in this submission as Confidential Business Information and has
provided substantiation and a redacted copy for the public
file.

For Regulatee,



and, ir warranted, may request reasonable extensiong to that time
Period. Technology T'epresenteq by the Rixture jg Not easily Protecte
from Competitors by obtaining bPatents, therefore, the Submitteyr has

maintaineqd these Compositions ag trade Secrets,.

A ten year Period isg requesteq because the current lifetime of

most [ ] is generally ten Years, However, the‘technology base
of [ ] may éXceed ten Years. 1p Such casesg extensiong may be
requested.

2. No.

3. No. Not to our knowledge. The Submitter'g Practice ig to

disclose composition identity to ocutsige Parties only under terms of 5

Security agreement or to the government wWith clainps of confidentiality
or tradefsecrecy.

Secret, or confidentiaj, As a condition of employment, employees are

contractually Prohibiteq from disclosing confidentjal information
Outside the Company.

5(a) No.
(b) No.
(c) No.
(d) No.

6. Qquality ig Critical to Product bPerformance and direct}
lmpacts market share. estimatedq 10-20 mj1] on dollars jis required
O improve manufacturing Processes in order to Produce ] with
improved ] manufacture, The entire value of
his improvement can be eliminateg by the choice [ ]

Additionally [ ] are now evaluated based on environmenta]

impact, <] uniformity and Performance characteristics, and
safety. a1 ©of these qualities must be "engineereq in" to our

] at some substantia) investment, An estimateq Rinimum valye
of commercializing a g -] can eéxceed $50,000, : _



Disclosure of [ ] Composition would impact the Submitter:
Jmpetitive Position Per the following:

= If a Competitor geesg Several formulag Containing similar

Possible to track Progression from one major Component [
to another. Although the use of

[. ] is generally known, compesitors do

not know which of these materials ig considereq "better
and‘worthy of Pursuing commercially.

- Knowing that toxicity testing is not cheap, a Competitor can
readily assume that any Compositjon tested by the Submitter hag
ue. ,

]l is applied to, a general knowledge of [
requirementg in the marketplace would make it easy to determine
the | ] based on the [ ] Components,

(a) No.

(b) vYes. This information could pe establisheq based on a

(c) Yes. Chemica} identity information, internaj Codes, and



-+ Submitter'g Participation in the CAP is noy 2 matter of Publ
record.

2. The tested nixtures are generally similer in that they are
Composed of [

make it much easjier for a Competitor to know that the testeq

materiajl is, in fact, a [ ] as Submitter is
recognized ag a leader in [ ] Production,
Composition
Revealing Specific [ -] would obpen the door for

our Competitors teo Precisely reproduce fcrmulations which have been
developed at significant éxpense. oyr Competitorsg may well pe able to
establigh a composition as [ "] Solely on the basig of the

Rature of jtg ingredients even without making an association with the
Submitter oy the use, .



BEST COPY AVAILABLE

C.O/"" & .
;y ot noa.
'f ﬁ:ﬁf ¥ e
Chem/ CAS # See below kﬁ@fy!7.§
Generic Chem: A trialkylol alkane alkyl i

triester with nonionic PEG ester and Peg ether
emulsifiers, an anionic fatty socap, a
polyalkylene glycol and a phosphite
Title:

Inhalation Approximate Lethal
Concentration
Date: 6/22/82
Summary of Effects: ALC = 2.6 mg/l.
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Material Teeced

s:u§ Initiaced/Complatad
s 1d/83~3i

INRAIATION APPROXIMATE LETNAL CONCENTRATION (ALC)

Summary: Croups of 6 sale Crl:CU® rats were expossd ncee-anlv for aingle
é=hour periods to aerosol atacspharss coatalaing AR ALC vas
found to be 2.6 mg/L wvhich 1s coasidered moderately toxic. .

Procedure: Male aldino Crl:CD® rats wers housed 1a pairs 1o 8° x 8" = 14"
staisless stesl wire aesh S23es. Purina Cercifiasd Rodent Cnow® #%002 and
vater vere gvellable ad 1libitum. xats ware veizhed and observed for geaeral
suizadilicy fcr at least | vesk prior ce test,

Grcups of A tute, 7-8 weoks old and wveighiag 233-25R grams, virs dlaced
ia perforaced stainless steel restraioers Ane exposed sose=0nly tuw singis
L-hour periode to aeroeol atmosprheres containing Seversl
exposures vers conducied at different concenrzacions uatil an ALC vas
dzrernined, Sarviving racs wvere vaighed and obs-rved daily for 14 days
908t exposure (weekends excluded except v'es deswad necesasary),

Generacion: The liquid rest matc 28, Jas 5323d 77%<30 J) 1w & reservoir and
actered vith aa FMI pump cthrough 4 Soraying Svetews® nedulizer. pPrehested
(30-63°C) dilution air, added at che nedulizer, aserosolized the ° . mucerial
sud swi,? 1t into the Cest (Naaber.

Anairtical: Chaater atmospheric concestracions wers deterzioed by
§Taviaetric analysis. Calidrated volumes of chanber alr vere drava throug.,
preveigned Gelaan zlass fiber filters at 2.0 L/mia. Samples were takan ae
30—inute 1acervals. Concentrations vere determined from filter weight gaia
(zg) per liter of cha=ber air sampled. Filters vere weighed ca a Caha 26
Autcoatic Llectrebalaaced.
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"PUBLIC COPY" BEST COPY AvAILABLE

Resvults: Duriag exposure, & fine mist was visible to che unatded aeye.
Exposurs data follow:

Coacentration (mg/L) Fractional Morcalicy
Reas 8.0, —= Tange T #Deacne/ ¢ Txposed pos
0.57 0.11 0.44=0.7¢ 0/¢
2.6 0.30 1e9=4,1 1/6 (1 day post exposurs)

7.° c.08 S.6~8.4 6/6 (1 during exposure, 2
€ 1 dar, 3 € 2 days).

Cliaical Observacions:
e ————————

During sxposure = Observatioss could sot ba msde becasuse rats were
expoe acse—only.

Post exposure - Ia a dose—depe=dent sanner, all rats exhidited soderace
t0 severe waight ioes 2i—ed bouss pust eapuweuts, aflel which sutviviog tats
Tetumed a oormal rate of weight gaia. Lung neise was obsezved at 0.57 ng/l
for 2 days, ac 2.6 ug/L for li days asd at 7.3 ag/L wacil death. Vet
perisesum vas observed for 2-] days 1a rats at all lavels. Compoand-stained
fur and red nasal discharge were obesrved for 2 to ) days at 2.6 ans 7.)
ng/L. At 7.) mg/L, salivatioe, gasping, hyperactivity, and cremers vers
observed uacil deach,

Aa Approximate Lathal Coacentrazios for is 2.6 ag/L.
Jased on Baskell Laberatory Acute Toxicity Classifications, this material is
soderataly toxzic via tanalsatioa exposurs,

Purity: 952

Con..sinancs: Water

Snooz!: N ae
CAS Regirstry No.: ¥Xone




Sorx and Report by:

Study Direccor:

Approved bdy:

Dace Issued: Juse 22, 1982




| "PUBLIC COpy"

Material Tested

Study laitiaced/Coupleced
1/8782 = 1728783

INHALATION APPROXIMATE LETBAL CONCOWISATION (A!.Cé

Sumsary:
—————

Male rats ware axposed to atmospheres coataiaiag tor
single, 4~hour periods. An APproximate Lathal Concestraticn ea a dry weight
basis 1s 0.23 ag/L waich {8 cunsidered highly toxic. The calculated ALC for

tvith spproxinacely 822 watar) is 2.9 mg/L waich is mode-ataly
toxie.

Procedurse: -
———

Male aldizo Crl:CD® rats vere bour~d 1a pairs 18 8° x 8° = 14 scainless
Steel wire mash cages. Purins® Cer.. ied Rodesc ~.ov #20C" aad water vere
available ad 1iditum, Rats were welgaed aci eb-3rve. for gemeral suizadilicy
for at lasst | weex prier to taost.

Groups of 6 tvats, 7-§ weeks old and velghiag 9% V¢ mguq e~
axposed to aT=neplieres of the test ma%: ~4' for s.rgle, 4~hour periods.
S posures wvers conduc.sd at sevaral coscestrstioas ustil an ALC was
deteraioed. Als surviving Tats were weighed and obeerved daily fer 14 says
pest-exposure, weekands excluded except whaa deewmed necessary.
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BEST copy AVAILABLE

GCanerstion?

Atsospharss of .. vers gessrated by syriage 4riviag the
{inssh through a Sprayiag Systems® ssbulizer. 7The resultaat serosel was
sprayed onto tbe beated (212-230°C) surface of as lsscasheras® flask.
Dilutios air carried the test matarial from the mixiag flask te the chamber.

Asalyeicals

i-omber atmospberes were saalyzad gravisetracally st )0-aiauts intervals
by passing calibrated volumes of test atmosphers chrough praveighed glass
‘fiber filters, Atmospheric coacsatracioas wers determised from dry weignt
gaia of the filtars.

A slight yallow discoloration was seea ia the £1ask and delivery tude;
oo visidle cloud was soted ts the chesber although thars vas ceadansatioa oa
the chasber walls. Rasults wers as follows:

Concentracios (‘g‘/!.) Fractional Morcalies
(Ory Feight Basis; _S$.D. Range fbeaths/#xposed
0.0 0.03 0.02-0.11 3

0.19% 0.07 0.14=0.24

Moaa

0.33 0.26 0.21=0.79

Observations:

Buring Exo.sure: 12ats axposed ¢ 0.07 mg/lL exhibited ac siverse
clinicas eigns. AL higher coacentratious, rats exkibited rastd aad ladored
breathing, hypersmis, piloerectios and red oasal discharge. At J..0 a2'". 1
rat also exhidited & hopping gait.

Post-Cxposura: AC coacentrscioas ¢ 0.19 sg/L. rats showed slighc to se
veight loss st 24 bours followed Bv woight geim. At .33 Po/L all rats
except | sdoved severs velght i.ss, lLaboted brsaihing, hyperwmis. and dry ced
ocular discharge. Deaths occurred vithia 48 hours. 1Ide surviv’ : Cal showed
slight waight loss for 48 bours fellowed by weight gain.

An Agproxisats Lethal ConcantTatisa for .\ on a 4y waight
Besis 48 3.31.me/L wnich {3 considered Righly toxic. She calculated ALS
for (with approximacaly 33V water) is 2.9 mg/1L which is
moderataly toxic.
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Triage of 8(e) Submissions

Date sent to triage: __/ -'l’// ‘1// 7/{ NON-CAP

Submission number: \ a\ 3%@ A TSCA Inventory:

Study type (circle appropriate):

Group 1 - Dick Clements (1 copy total)
ECO AQUATO

Group 2 - E(nie Falke (1 copy total)

( ATO;g 2 SBTOX SEN

Group 3 - Elizabeth Margosches (1 copy each)

STOX CTOX EP! ' RTOX GTOX

STOX/ONCO CTOX/ONCO IMMUNO CYyT0 NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor Use Only.

entire documem:@ 1 2 p’ages‘é_wb

Notes:

convacer reewers (S o 1/11[45~
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Acute inhalation toxicity in rats is of low concern. In one study, single 4-hour 1nha1at10n
exposures to male Crl:CD rats (6/group) at levels of 570, 2600, and 7300 mg/m were lethal
(0/6, 1/6, and 6/6, respectively). Clinical signs included salivation, gasping, hyperactivity,
and tremors at the high concentration and lung noise at all concentrations. In another study,
single 4- hour inhalation exposures to male Crl:CD rats (6/group) at levels of 390, 1100, and
2900 mg/m were lethal (0/6, 0/6, and 5/6, respectively). Clinical signs included rapid and
labored breathing, hyperemia, piloerection, and abnormal gait in high-concentration animals.




